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DETAILED ACTION 

Specification 

1 . The incorporation of essential material in the specification by reference to a 
foreign application or patent, or to a publication is improper. See page 18, paragraph 
#00107; page 19, paragraph #00115; page 26, 1®* paragraph, lines 12-13. Applicant is 
required to amend the disclosure to include the material incorporated by reference. The 
amendment must be accompanied by an affidavit or declaration executed by the 
applicant, or a practitioner representing the applicant, stating that the amendatory 
material consists of the same material incorporated by reference in the referencing 
application. See In re Hawl<ins, 486 F.2d 569, 179 USPQ 157 (CCPA 1973); In re 
Hawkins, 486 F.2d 579, 179 USPQ 163 (CCPA 1973); and In re Hawkins, 486 F.2d 
577, 179 USPQ 167 (CCPA 1973). 

2. The disclosure is objected to because of the following informalities: 

At page 12, U 0083, line 5, "1990<" appears to be a typographical error. 

At page 12, H 0034, lines 2-3, "t-enolpyruvylshikimate-3-phosphate" appears to 
have a typographical error. 

At page 21, ^ 00127, line 2, "stearoyle" appears to be misspelled. 

At page 24, H 00136, the section title "Tissue Culture of Soybeans" does not 
appear to describe the subsequent information and appears to be a typographical error. 

Appropriate correction is required. 
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Claim Objections 

3. Claim 5 is objected to because of the following informalities: The limitation 
"wherein cells of the tissue culture are from" appears to unduly limit Applicant's 
invention because said limitation appears to not encompass subsequent cell 
generations In culture. Amending this limitation to recite - are produced from - is 
suggested to more clearly state the invention. Appropriate correction is suggested. 

4. At claim 25, line 2, "of:" should be - of - as a matter of form. 

Claim Rejections - 35 USC §112 

5. The following is a quotation of the second paragraph of 35 U.S.C. § 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

6. Claims 20, 21 , 28 and 29 are rejected under 35 U.S.C. § 1 12, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

At claim 20, line 4, the limitation "stearyl-ACP desaturase" renders the claim 
indefinite because the specification teaches that the transgene must be an antisense 
gene of "stearoyle-ACP desaturase" to modify fatty acid metabolism, hence the metes 
and bounds of the claim are unclear. 

Claim 21 is indefinite because said claim does not state that the produced 
soybean plant has modified fatty acid metabolism or modified carbohydrate metabolism, 
hence the metes and bounds of the claim are unclear. 

At claim 28, line 7, the limitation "stearyl-ACP desaturase" renders the claim 
indefinite because the specification teaches that the nucleic acid molecule must be an 
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antisense gene of "stearoyle-ACP desaturase" to modify fatty acid metabolism, hence 
the metes and bounds of the claim are unclear. 

Claims 28 and 29 are indefinite because it is unclear of the soybean line that 
comprises a nucleic acid molecule is transgenic for said nucleic acid molecule, or if 
such molecule is an inherent property of the other soybean plant, hence the metes and 
bounds of the claims are unclear. 

7. The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

8. Claims 8 and 9 are rejected under 35 U.S.C. § 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter, 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

Applicant claims a hybrid soybean seed and plant grown from said seed, said 
seed produced by crossing the exemplified soybean line designated 0509249 with a 
different soybean plant. 

Applicant describes soybean line designated 0509249, and methods of crossing 
said soybean line designated 0509249 with other soybean plants (page 3. 2"^^ 
paragraph of the specification). 

Applicant does not describe the genus of hybrid soybean seed and plants grown 
therefrom as broadly claimed. 
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The claims are drawn to hybrid soybean seeds and plants produced from said 
seeds wherein one of the parents is 05092496 and the other parent plant is not 
specified. The hybrid plants are not defined by genomic structure or by phenotypic 
characteristics, and it is unclear what characteristics of 0509249 would be present in the 
claimed hybrid seeds and plants. Due to the segregation and recombination of the 
parent genomes during meiosis, one cannot predict what traits or combinations of traits 
will be passed on to any given hybrid seed and plant. In fact, each hybrid seed derived 
from a cross between two genetically distinct parent plants will have unique 
combinations of characteristics. The art teaches that the genetic variation among 
individual progeny of a breeding cross allows for the identification of rare and valuable 
new genotypes but that these new genotypes are neither predictable nor incremental in 
value, but rather the result of manifested genetic variation combined with selection 
methods, environments and the actions of the breeder (Kevern, US Patent 5,850,009, 
column 4, lines 41-46). Hence, it is unclear how Applicant can describe the genus of 
claimed progeny plants by only describing one parental soybean plant. 

See University of California v, Eli Lilly, 119 F.3d 1567, 43 USPQ 2d 1405 (Fed, 
Cir. 1997), where it states: "[a] written description of an invention involving a chemical 
genus, like a description of a chemical species, 'requires a precise definition, such as by 
structure, formula, [or] chemical name,' of the claimed subject matter sufficient to 
distinguish it from other materials." Therefore, given the lack of written description in 
the specification with regard to the structural and physical characteristics of the claimed 
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compositions, one skilled in the art would not have been in possession of the genus 
claimed at the time this application was filed. 

9. Claims 8. 9, 20, 21 and 23-29 are rejected under 35 U.S.C. § 1 12, first 
paragraph, as failing to comply with the enablement requirement. The claim(s) contains 
subject matter, which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. 

Applicant claims a hybrid soybean seed and plant grown from said seed, said 
seed produced by crossing the exemplified soybean line designated 0509249 with a 
different soybean plant. Applicant claims a method of modifying fatty acid metabolism 
in the exemplified soybean plant comprising transforming said soybean plant with a 
transgene encoding stearyl-ACP desaturase. Applicant claims methods of introducing a 
desired trait into soybean line 0509249 comprising crossing said soybean line 0509249 
with another soybean line comprising a desired trait/nucleic acid molecule and 
backcrossing to said soybean line 0509249. and a soybean plant produced therefrom. 

Applicant teaches soybean line designated 0509249, and methods of crossing 
said soybean line designated 0509249 with other soybean plants (page 3, 2"^ 
paragraph of the specification). Applicant teaches a method of modifying fatty acid 
metabolism by transforming a plant with an antisense gene of "stearoyle-ACP 
desaturase" (page 21, paragraph 00127 of the specification). Applicant teaches 
physiological and morphological characteristics of soybean line 0509249 in Table 1 on 
page 10 of the specification. 
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Applicant does not teacli tine genus of hybrid soybean seed and plants grown 
therefrom as broadly claimed. Applicant does not teach how to make and use a 
soybean plant transformed with a transgene encoding stearyl-ACP desaturase, or 
produced by ingressing such a transgene into soybean line 0509249 in a backcrossing 
method. Applicant does not teach enough physiological and morphological 
characteristics of soybean line 0509249 to enable one of skill in the art at the time of 
Applicant's invention to use the methods of claims 23 and 28, and make the soybean 
plants of claims 24 and 29 as broadly claimed. 

In re Wands, 858F.2d 731 , 8 USPQ2d 1400 (Fed. Cir. 1988) lists eight 
considerations for determining whether or not undue experimentation would be 
necessary to practice an invention. These factors are: the quantity of experimentation 
necessary, the amount of direction or guidance presented, the presence or absence of 
working examples of the invention, the nature of the invention, the state of the prior art, 
the relative skill of those in the art, the predictability or unpredictability of the art, and the 
breadth of the claims. 

At claims 8 and 9, Applicant provides no examples of progeny of the exemplified 
soybean cultivar 0509249 in the specification. The art teaches that the genetic variation 
among individual progeny of a breeding cross allows for the identification of rare and 
valuable new genotypes but that these new genotypes are neither predictable nor 
incremental in value, but rather the result of manifested genetic variation combined with 
selection methods, environments and the actions of the breeder (Kevern, US Patent 
5,850,009, column 4, lines 41-46). The nature of the art at the time of Applicant's 
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invention was such that one of skill in the art could not reasonably predict what the 
product of a cross between two inbred parental plants would be without a reduction to 
practice. The art teaches that based on the number of segregating genes, the 
frequency of occurrence of any individual with a specific genotype is less than 1 in 
10.000 and that even if the entire genotype of the parents has been characterized and 
the desired phenotype is known, only a few if any individuals having the desired 
genotype may be found in a large F2 or So population and that typically the genotype of 
neither the parents nor the desired genotype is known in detail (see Segebart, U.S. 
Patent 5,304,719, in particular the paragraph spanning columns 2-3). Segebart (U.S. 
Patent 5,367,109, column 2, lines 60-64) also teaches that one of the largest plant 
breeding programs in the world does not have a sufficiently large breeding population to 
be able to rely upon "playing the numbers" to obtain successful research results and 
that plant breeders use their skills, experience and intuitive ability to select inbreds 
having the necessary qualities (column 4, 1^^ and 2"^ paragraphs). Applicant admits 
that the processes which lead to the final step of marketing and distribution usually take 
from eight to 12 years from the time the first cross is made (page 2, 6*^ paragraph of the 
specification). Applicant admits that the breeder can theoretically generate billions of 
different genetic combinations via crossing, selfing and mutations and that the breeder 
has no direct control at the cellular level (page 2, 8*"^ paragraph of the specification). 
Finally, Applicant admits that a breeder of ordinary skill in the art cannot predict the final 
resulting lines he develops, except possibly in a very gross and general fashion (page 2, 
9*^ paragraph of the specification). Hence, given Applicant limited guidance, the nature 
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of the invention, the relative skill of one of skill in the art, the unpredictability of the art, 
the lack of working examples for the claimed invention and the breadth of the claims, it 
would have required undue trial and error experimentation by one of skill in the art at the 
time of Applicants invention to make and use the myriad of progeny of soybean cultivar 
0509249 as broadly claimed. 

At claims 20, 21 , 28 and 29, Applicant only teaches how to make and use a 
soybean plant with modified fatty acid metabolism by transforming a soybean plant with 
an antisense gene of "stearoyle-ACP desaturase". and provides no guidance on how to 
make and use such a soybean plant by expressing a sense nucleic acid molecule in a 
soybean plant. 

At claims 23-29, Applicant provides no working examples of introducing a desired 
trait into soybean line 0509249 by crossing soybean line 0509249 with another soybean 
line to produce a progeny soybean having the desired trait and backcrossing said 
progeny soybean with soybean line 0509249 repeatedly to produce a backcross 
progeny plant that comprises the desired trait and all of the physiological and 
morphological characteristics of soybean line 0509249 listed in Table 1 as determined 
at the 5% significance level when grown in the same environmental conditions. Table 1 
on page 10 of the specification teaches only a few quantitative traits of soybean line 
0509249 by which one of skill in the art can determine at the 5% significance level, the 
majority of the traits are controlled by single loci and are shared by many other soybean 
lines and thus do not adequately distinguish soybean line 0509249 from others. Hence, 
given the lack of working examples, the nature of the invention, the limited teachings of 
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Applicant about physiological and morphological characteristics of soybean line 
0509249, it would have required undue trial and error experimentation by one of skill in 
the art at the time of Applicant's invention to identify enough physiological and 
morphological traits of soybean line 0509249 that distinguish it from other soybean lines 
in order to practice the claimed methods and make and use the claimed soybean plants 
having the desired trait as claimed. 

See In re Fisher, 166 USPQ 18, 24 (CCPA 1970) which teaches "That paragraph 
(35 use 1 12, first) requires that the scope of the claims must bear a reasonable 
correlation to the scope of enablement provided by the specification to persons of 
ordinary skill in the art. In cases involving predictable factors, such as mechanical or 
electrical elements, a single embodiment provides broad enablement in the sense that, 
once imagined, other embodiments can be made without difficulty and their 
performance characteristics predicted by resort to known scientific laws. In cases 
involving unpredictable factors, such as most chemical reactions and physiological 
activity , the scope of enablement obviously varies inversely with the degree of 
unpredictability of the factors involved.". 

10. Claims 1-29 are rejected under 35 U.S.C. § 1 12, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter, which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 
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The invention appears to employ novel plants. Since the plant is essential to the 
claimed invention it must be obtainable by a repeatable method set forth in the 
specification or othenA^ise be readily available to the public. If the plant is not so 
obtainable or available, the requirements of 35 USC § 1 12 may be satisfied by a deposit 
of the plant. A deposit of 2500 seeds of each of the claimed embodiments is 
considered sufficient to ensure public availability. The specification does not disclose a 
repeatable process to obtain the plant and it is not apparent if the plant is readily 
available to the public. It is noted that Applicant intends to deposit the plant but there is 
no indication in the specification as to the conditions under which such a deposit is to be 
made by which a determination of enablement of such a deposit can be assessed (page 
30 of the specification). 

(a) If the deposit was made under the terms of the Budapest Treaty, then an 
affidavit or declaration by applicants, or a statement by an attorney of record over his or 
her signature and registration number, stating that the specific strain has been 
deposited under the Budapest Treaty and that all restrictions imposed by the depositor 
on the availability to the public of the deposited material will be irrevocably removed 
upon the granting of the patent., would satisfy the deposit requirement made herein 
(see 37 CFR§ 1,808). 

(b) If the deposit was not made under the Budapest Treaty, then in order to 
certify that the deposit meets the criteria set forth in 37 C.F.R. §§ 1 .801-1 .809, 
applicants may provide assurance of compliance by an affidavit or declaration, or by a 
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statement by an attorney of record over his or her signature and registration number, 
showing that 

(i) during the pendency of this application, access to the invention will 
be afforded to the Commissioner upon request; 

(ii) all restrictions upon availability to the public will be irrevocably 
removed upon granting of the patent; 

(iii) the deposit will be maintained in a public depository for a period of 
30 years or 5 years after the last request or for the effective life of the 
patent, whichever is longer; 

(iv) a test of the viability of the biological material at the time of deposit 
(see 37 CFR§ 1.807); and, 

(v) the deposit will be replaced if it should ever become inviable. 

Conclusion 

1 1 . The claims are free of the prior art, which neither teaches nor fairly suggest 
soybean line 0509249, or methods of use. 

1 2. No claims are allowed. 

13. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David H. Kruse, Ph.D. whose telephone number is (571) 
272-0799. The examiner can normally be reached on Monday to Friday from 8:00 a.m. 
to 4:30 p.m. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dr. Amy Nelson can be reached at (571 ) 272-0804. The fax telephone 
number for this Group is (703) 872-9306 Before Final or (703) 872-9307 After Final. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the Group Receptionist whose telephone number is 
(571)272-0547. 



David H. Kruse, Ph.D. 
9 July 2004 

14. Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to (571) 272-0547. 
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